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The invention relates to medicine, oncology in particular. It 
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has been proposed^ depending on the character and seriousness 
of the disease, to inject parenterally to a patient, together 
with the basic inf usion-detoxication therapy, the complex 
preparation, comprising AFP in an amount of 0.07-0.15 mg, a 

5 polyene antibiotic, mainly amphotericin B or nystatin, in an 
amount of 4.2-7.0 mg and a pharmaceutically suitable filler 
once within twenty-four hours at an interval of three days in 
a course of 10 inf usions . The complex preparation having 
antineoplastic activity comprises the following components, in 

10 mg:AFP 0.07 - 0.15, a polyene antibiotic 4.2 - 7.0 and a filler 
3.5 - 5.0. As a filler mainly polysaccharide selected from the 
group of rheopol valukin* , pol valukin ^ or sugar, for example 
glucose, is used. The method enables to lower the doses of 
injectable medicines and to reduce the costs of treatment. The 

15 complex preparation distinguishes by high efficiency of 
antineoplastic activity, a small number of components, 
simplicity of preparation and a long term of storage. 2 
independent and 2 dependent claims. 

20 (PAGES 3 to 6) 

The invention relates to the field of medicine, oncology in 
particular and can be used for chemotherapeutical treatment of 
oncological patients, suffering from different kinds of 
25 malignant neoplasms. 

Methods of treatment of cancer by means of chemical preparations 
are known. According to mechanism of action chemical 
preparations are subdivided into alkylating agents, 
30 antimetabolites, alkaloids, antibiotics, hormones, 

immunomodulators and some others. In the course of treatment by 
different chemical preparations, the advantages and 
disadvantages thereof have been revealed. 

Owing to comparatively small working concentrations, the 
35 chemical preparations affecting DNA are widely used. Alkylation 
of the vital DNA molecule leads to incapability of normal 
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fission of cells and to their subsequent elimination • However, 
at the same time, DNA of normal non-cancerous cells is also 
subjected to alkylation. In order to reduce toxicity in relation 
to normal cells, when such preparations are applied, the 

5 methods for targeted delivery of preparations to cancerous 
cells by means of specific ligands, for example alpha- 
fetoprotein (AFP) , are used. AFP is a transport protein, capable 
of delivering the substance bounded thereto to the cells having 
corresponding receptors. Such receptors abound on actively 

10 proliferating cancerous cells. 

The method of treatment of primary liver cancer by means of 
intra-arterial injection of AFP in an amount of 2-20 mg, mainly 
15 mg, five times at an interval of 7-12 days is known (Patent 
15 RU 2, 058, 153, cl . A 61 K 38/00, published April 20, 1996, Bull. 
11) . 

The known method foresees the use of large amounts of AFP and 
distinguishes by long duration and limited extent of use, since 
20 the conditions for selecting patients for treatment by such a 
method are absence of jaundice and ascites, unoperability, 
absence of serious concurrent diseases. 

The method of treatment of malignant neoplasms by means of 
25 intravenous injection of a complex preparation, comprising AFP 
and estrone-doxorubicin conjugate (Patent RU 2,026,688, cl . A 
61 K 38/00, published January 20, 1995, Bull. 2), is known. For 
preparation of the complex preparation impure AFP, an abortive 
material is used which is concentrated after rough purification 
30 to the content of AFP of 100 yg/ml and is then sterilized. 
Thereafter an antineoplastic antibiotic - doxorubicin is 
subjected to conjugation with a ligand - estrone in an equimolar 
ratio. Immediately 1-2 hours before intravenous injection the 
concentrate of AFP in an amount of 100 ml is mixed with 2 0 ml 
35 of the conjugate and thus one dose of the complex preparation 
for one injection (a single dose of AFP comprises 10 mg) is 
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obtained. The overall course of treatment comprises 6 injections 
(three times every other day at an interval of a week) . 

The disadvantage of the known method is the use of high doses 
5 of AFP, the disadvantage of the known complex preparation is 
a labour-intensive procedure of obtaining the three-component 
complex AFP-estrone-doxorubicin and impossibility of storage 
of the preparation for more than 2 hours. 

10 The closest method to the present method (the prototype) is a 
method of treatment of primary liver cancer, comprising 
injection of the preparation doxorubicin dissolved in Lipiodol 
ultrafluid into the liver artery, while as the preparation 
doxorubicin doxorubicin-estrone dissolved in 96% ethyl alcohol 

15 at 70-76'*C in a dose of 20-60 mg in 10-15 ml of Lipiodol 
ultrafluid is used. 20 minutes prior to that a dose of 2-10 
mg of AFP in 12-15 ml of physiological salt is injected into 
the liver artery; the repeated treatment is carried out after 
3-4 weeks (Patent RU 2, 065,307, cl . A 61 K 38/17, published 

20 August 20, 1996, Bull. 23). 

The disadvantages of the known method are: 

- labour-intensity of the method, connected with separated 
25 injection of AFP and of doxorubicin-estrone complex; 

- the use of high concentrations of the chemical preparations 
(AFP - 2-10 mg, doxorubicin-estrone complex - 20-60 mg) , which 
can lead to toxic side reactions; 

- high cost of treatment. 

30 

The closest complex preparation to the present complex 
preparation (the prototype) is a kit used for treatment of 
primary liver cancer and comprising doxorubicin-estrone in an 
amount of 20-60 mg in 15 ml vials, Lipiodol ultrafluid in two 
35 ampules by 10 ml, AFP in an amount of 2-10 mg in 10 ml vials, 
physiological salt in volume of 15 ml in an ampule and 96% ethyl 



5 

alcohol in voliame of 5 ml in an ampule (Patent RU 2, 065, 307, cl . 
A 61 K 38/17, published August 20, 1996, Bull. 23). 

The disadvantages of the known kit are: 

5 

- labour-intensity and duration of obtaining the sterile 
doxorubicin-estrone complex as well as labour-intensity of 
preparation of the working solution of the given preparation: 
the preparation is dissolved in 0.5-1,5 ml of 96% ethyl alcohol, 

10 heating to 70-76''c, the resultant solution is transferred into 
10-15 ml of previously upwarmed Lipiodol ultrafluid, the 

o 

suspension thus obtained is cooled to 32-37 C and is then 
injected into the liver artery under X-ray television control; 

- high concentrations of the preparations used in the kit; 
15 - polycomponent nature of the kit. 

The technical object of the group of the inventions is to 
simplify the known method, to lower the doses of the 
preparations to be injected and to reduce the costs of 
20 treatment. 

The established object has been achieved by means of hereby 
proposed method of treatment of malignant neoplasms and a 
complex preparation having antineoplastic activity for use in 
25 such treatment . 

The realization of the method of treatment. 

Depending on the character and seriousness of the disease, to 
30 a patient, together with the basic inf usion-detoxication 
therapy, the complex preparation, comprising AFP in an amount 
of 0.07-0.15 mg, a polyene antibiotic in an amount of 4.2-7.0 
mg and a pharmaceutically suitable filler, is parenterally 
injected once within twenty-four hours at an interval of three 
35 days in a course of 10 infusions. 
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The complex preparation having antineoplastic activity 
comprises the following components, in mg: 
AFP 0.07 - 0,15 

a polyene antibiotic 4.2 - 7.0 

5 a filler 3.5 - 5.0 

As a polyene antibiotic amphotericin B or nystatin is mainly 
used. 

10 As a filler sugars are mainly used, for example glucose or 
synthetic polymers, selected from the group of polysaccharides, 
for example polvalukin , rheopolvalukin and dextran. 

The complex preparation is obtained as follows: AFP with purity 
15 not less than 98% is dissolved in distilled water or 
physiological salt in an amount of 0.07-0.15 mg/ml, whereto a 
polyene antibiotic in an amount of 4.2-7.0 mg/ml and then a 
filler in an amount of 3.5-5.0 mg/ml are added, after that the 
components are carefully mixed and the resultant mixture is 
20 then left to stand at 18-25''C for 10-12 hours. Thereafter the 
solution is sterilized by filtration, pre-packed in ampules or 
vials having a capacity of 1.2 or 3 ml and f reeze-dried. The 
mass ratio of AFP, a polyene antibiotic and a filler is 1: (60- 
100) : (50-70) . 

25 

The complex preparation (conventional designation Reducin) is 
a powder of yellow colour, soluble in water, in physiological 
salt, in glucose solution and in other diluents (carriers) , 
suitable for intravenous injection. One ampule of the complex 

30 preparation comprises: 0.07-0.15 mg of AFP, 4.2-7.0 mg of 
polyene antibiotic and 3.5-5.0 mg of corresponding filler. For 
preparation of the working solution the content of the ampule 
is dissolved in 2-3 ml of sterile water and is then transferred 
into 200 ml vial together with a carrier, suitable for 

35 intravenous injection. 
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The present method comprises injection to a patient of a new 
complex chemical preparation having antineoplastic activity and 
consisting of a vector part (AFP) , specific to cancerous 
cells, and a nonspecific part, comprising a cytotoxic 

5 substance. As the latter an essentially new channel- forming and 
surface-active agent (SAA) , namely a polyene antibiotic, for 
example amphotericin B or nystatin, which have not been 
previously used as antineoplastic remedies, is used. The 
targets for the new complex preparation are membranes of 

10 intracellular substructures. Such substructures include 
mitochondria, lysosomes, endoplasmatic reticula (EPR) , nuclei, 
etc. In case of disorders in the function of membranes of 
substructures, a normal cell function, ensurable by the 
compartmentalization of different functions, is impossible. As 

15 a result autodigestion of cancerous cells takes place 
according to the mechanism of induced apoptosis. 

The use of AFP as a vector for targeted delivery of cytotoxic 
preparations to cancerous cells is known (see for instance 

20 patent RU 2,071,351, cl. A61 K 38/17, published January 10, 
1997) . In all known cases AFP is bounded with a cytotoxic part 
of the preparation by a chemical covalent bond, whereas in the 
present complex preparation AFP and SAA form a noncovalent 
complex, ensuring simultaneously the stability of the 

25 macromolecule during transportation and its functional 
independence in the process of cytotoxic action of the polyene 
antibiotic. The activity of the present complex preparation is 
based on the initiation of physiological reduction of cancerous 
cells according to the mechanism similar to that of apoptosis. 

30 As a rule, the natural autodestruction of the cells of tumor 
under the influence of the present complex preparation does not 
lead to intoxication of the organism and the effect of the 
treatment appears quickly. 

35 The essential distinctive features of the present method, as 
compared with those of the prototype, are: 
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- to a patient the complex preparation, comprising AFP in an 
amount of 0.07-0. 15 mg, a polyene antibiotic in an amount of 
4.2-7.0 mg and a pharmaceutically suitable filler, is injected 
parenterally and simultaneously in a course of 10 injections 

5 (infusions) once in three days, which enables to simplify the 
known method, to lower the doses of the preparations to be 
injected and to reduce the costs of treatment. 

The essential distinctive features of the present complex 
10 preparation, as compared with those of the known preparation, 
are : 

- the complex preparation comprises additionally a surface- 
active agent, namely a polyene antibiotic, mainly amphotericin 

15 B or nystatin, in an amount of 4.2-7.0 mg, which provides the 
complex with a new type of bond with a vector part - with a 
noncovalent bond, and a new mechanism of interaction with 
cancerous cells - with the membranes of the substructures of 
cancerous cells (membranes of lysosomes, EPR, mitochondria, 

20 nuclei), which, in its turn, improves the efficiency of the 
treatment and reduces side complications; 

- the complex preparation comprises the components in optimal, 
experimentally selected amounts and ratios, namely: AFP - 0.07- 
0.15 mg, a polyene antibiotic - 4.2-7,0 mg, a filler - 3.5-5.0 

25 mg, which enables to improve the efficiency of the treatment and 
substantially lower the doses of the active components used. 

Being supported by the fact that no analogous method of 
treatment of malignant neoplasms and no analogous complex 
30 preparation having antineoplastic activity have been revealed, 
it may be concluded that the present group of inventions meet 
the requirements for patentability in respect of ^^novelty" and 
^^inventive step" . 

35 The present method has been tested on 8 patients having IV 
clinical stage of oncological diseases, progressing after 
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traditional ways of treatment. A full or a partial clinical 
effect has been achieved on 6 patients out of 8 (75%) . The terms 
of remission were from 6 months to 1.5 years. In majority 
cases, for achieving a well-defined clinical effect it was 
5 sufficient to conduct one course of treatment . 

The inventions are characterized by the following Examples. 

Example 1 

10 

For preparation of the complex preparation Reducin 7 00 mg of 
AFP, 42 g of amphotericin B and 50 g of rheopolvalukin are 
dissolved in 1 litre of distilled water by mixing, subsequently 
the volume is increased up to 10 litres. The resultant mixture 

15 is incubated at room temperature for 10-12 hours and is then 
subjected to sterilization by filtration through a membrane 
filter, pre-packed in 10, 000 ampules or vials by 1 ml (a single 
dose) and thereafter freeze-dried in aseptic conditions. One 
ampule (vial) comprises 0.07 mg of AFP, 4.2 mg of amphotericin 

20 B and 5 . 0 mg o f rheopolvalukin . 

Example 2 

The complex preparation Reducin is obtained analogously to 
25 Example 1, with the exception that to water solution 1 g of AFP, 
50 g of amphotericin B and 40 g of polvalukin are added. As a 
result the preparation, comprising 0.1 mg of AFP, 5.0 mg of 
amphotericin B and 4.0 mg of polvalukin in a single dose, is 
obtained. 

30 

Example 3 

The complex preparation is obtained analogously to Example 1, 
with the exception that to water solution 1.5 g of AFP, 70 g of 
35 amphotericin B and 30 g of dextran (molecular mass 100 kDa, 
Serva) are added. As a result the preparation, comprising 0.15 
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rtig of AFP, 7,0 mg of amphotericin B and 3.0 mg of dextran in a 
single dose, is obtained. 

Example 4 

5 

The complex preparation is obtained analogously to Example 1, 
with the exception that to water solution 750 mg of AFP, 60 g of 
nystatin and 50 g of glucose are added. As a result the 
preparation, comprising 0.075 mg of AFP, 6.0 mg of nystatin and 
10 5.0 mg of glucose in a single dose, is obtained. 

Example 5 

Patient L., 54 years old, the patient record 587, was 
15 hospitalized on April 02, 1999 with the diagnosis: central 
cancer of the right lung IV stage (recidivation, progressive 
course) , cancer of the left mammary gland II stage (remission) . 
The patient was complaining weakness, dyspnea, exhausting cough. 

20 The data of the inspection. X-ray photograph of the organs of 
thorax: on both sides in the lungs there are numerous 
polymorphous shadows of metastases in sizes from 0.5 to 2.5 cm 
and of medium intensity and uneven outlines. The shadow of 
mediastinum has shifted rightwards and expanded. The right lung 

25 field has diminished in volume; below the fourth rib there is an 
intensive overshadowing because of the liquid in the pleural 
cavity, 

A course of polychemotherapy was conducted according to the 
30 scheme CAF: On the 1^^ and 8^^ days intravenously 1 g of 
cyclophosphane, on the 1^^ and 8"^^ days intravenously 500 mg 
of 5-f luorouracil, on the 2^*^ and 9^^ days of the treatment 
intravenously 40 mg of adriablastin . The treatment was 
accompanied by high toxicity without an expressed clinical 
35 effect . 



Thereafter the patient was treated according to the present 
method. The complex preparation Reducin, comprising 0.07 mg of 
AFP, 4.5 mg of amphotericin B and 5.0 mg of glucose, was 
injected by infusion in a course of 10 injections once in three 

5 days. The condition of the patient has improved and became 
satisfactory a week after the course of treatment had been 
finished. On the basis of the data of the radiology inspection 
of the organs of thorax favourable changes were registered, 
characterized by the decreased number of metastases in the lungs 

10 and the weakening of intensity of the shadows of dissemination. 
The liquid in the pleural cavity was not inspected. Dyspnea on 
ascent has diminished and cough disappeared completely. During 
the treatment with Reducin a rise in temperature and a shiver 
were observed, which were treated with standard preparations. 

15 

Example 6 

Patient M., 62 years old, the patient record 800, was 
hospitalized with the diagnosis: central cancer of the right 

20 lung IV stage (adenocarcinoma) ; spread metastases in head, in 
the right hemisphere of brain, in neck, in thorax; right-sided 
carcinomatous pleurisy; chronic deforming bronchitis; pulmonary 
emphysema; diabetes of the 2nd type; IBO; angina of efford; 
secondary immunodeficiency, undernourishment, condition after 

25 the courses of polychemotherapy . 

The treatment program included a course of polychemotherapy 
according to the scheme CAMF. To the patient were injected 1 g 
of cyclophosphane on the 1^^ and 8*^^ days, adriamicin on the 
30 1^^ and 8^^ days, 50 mg of methotrexate on the 1^"^ and 8^^ 
days, 5-f luorouracil on the 2^*^ and 9^^ days. The treatment was 
accompanied by endotoxicosis and an abrupt worsening of the 
condition of the patient. No positive effects were detected. 



35 Because of complicated condition of the patient, to him 
intravenous infusions of the complex preparation Reducin, 
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comprising 0.075 mg of AFP, 5*0 mg of nystatin and 5.0 mg of 
rheopolvalukin in a single dose, in a course of 10 infusions 
once in three days were prescribed. 

5 6 days after the beginning of the treatment according to the 
present method the diminishing of the sizes of subcutaneous 
metastases were noted. By the end of the treatment rapid 
improvement of the main disease was noted, which became apparent 
from the twofold reduction of the size of all surface metastatic 

10 nodes, the disappearing of pains in the lower jaw, the decreasing 
of the rate of exudation in the right pleural cavity. Thrice 
conducted right-sided pleural punction proved the decreasing of 
volume of exudate: before the treatment the volume of exudate was 
600 ml, a week after the treatment - 350 ml, three weeks after 

15 the treatment - 2 0 ml. The improvement of function of central 
nervous system became apparent from restoration of normal 
swallowing function, restoration of gripping function of the left 
hand, clinically corresponding to the reduction of metastasis in 
the right hemisphere of brain. 

20 

The use of the present method of treatmet of malignant neoplasms 
and the complex preparation having antineoplastic activity, as 
compared with the known method of treatment and the kit for use 
in such treatment, enables: 

25 

- to simplify the method of treatment by means of simultaneous 
parenteral injection of the complex preparation, comprising AFP 
and cytotoxic SAA in optimal ratios; 

- to lower the doses of the used components: AFP 13-14 0 times, 
30 the cytotoxic component 3-14 times; 

- to improve the efficiency of treatment by means of using the 
complex preparation having high specifity to growing cancerous 
cells and optimal composition of the complex preparation having 
a long term of storage (two years) ; 

35- to reduce the costs of treatment by means of using a small 
number of components in the complex preparation and low doses 



of the chemical preparations to be used. 

Thus, while using the present method of treatment of malignant 
neoplasms two biological mechanisms are realized* The first of 

5 them comprises the targeted delivery of the cytotoxic agent by 
means of AFP to tumorous cells. The second one comprises the 
directed destruction of the tumorous cells because of destruction 
of the intracellular structures, in particular EPR and lysosomes. 
This may be accompanied by autodigestion of tumorous cells, 

10 caused by the enzymes of hydrolysis, comprising in the lysosomes, 
according to the mechanism of targetably induced apoptosis. The 
directed reduction affects much less the cells of blood-forming, 
immune and other constantly growing systems, being often damaged 
when standard antineoplastic chemotherapy is applied. The present 

15 complex preparation Reducin distinguishes by high efficiency of 
antineoplastic activity, a small number of components, simplicity 
of preparation and a long term of storage. 

Claims : 

20 

1, A method of treatment of malignant neoplasms, comprising 
injection of alpha-f etoprotein, characterised in that alpha- 
fetoprotein is injected as a component of the complex preparation 
comprising additionally a polyene antibiotic and a filler in 

25ratio of 1: (60-100) : (50-70), and the preparation is injected 
parenterally in a course of 10 injections once in three days. 

2. A complex preparation having antineoplastic activity, 
comprising alpha-f etoprotein , a cytotoxic substance and a 

30 filler, characterized in that the preparation comprises a polyene 
antibiotic as a cytotoxic substance and polysaccharide or sugar 
as a filler in the following quantitative ratio of the 
components, in mg: 

AFP 0.07 - 0.15 

35a polyene antibiotic 4.2 - 7.0 



3, A complex preparation of claim 2, characterized in that the 
preparation comprises amphotericin B or nystatin as a polyene 

antibiotic ♦ 

54. A complex preparation of claim 2, characterized in that the 
preparation comprises polysaccharide, selected from the group 
consisting of polvalukin , rheopolvalukin and dextran or sugar, 
mainly glucose as a filler, 

10 * Note: In the present translated text the spelling used for the fillers in question is polyglukin and 
rheopolyglukin, basing on the respective usage of the terms in the abstract in English formulated 
(like the abstract in Russian) by the Russian Patent Office. 
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(57) Pe<t>epaT: 

M3o6peTeHMe othocmtch k MeAwmiHe, a 
MMeHHO K OHKOnOTMM- Flpe/vTcwceHo B 
SaBMCMMOCTM OT XapaKTepa M TJOKeCTM 

3a6one0aHMa 6onbHOMy Ha <j>3He 

MHC})y3MOHH<>-AeTOKaiKaLt^OHHOM TepaRMM 

napenrepanbHo sBOAiiTb KOMnneKCHbiM 
npenapar, coAepjKainMM A<t>n a KonMMecTse 
0.07-0,15 MP, nonneHOBbiii aHTnGnoTViK, 
npenMymecTseHHo aM4x>TepMqMH B m/im 
HMcraTMH. B KonwMecTBe 4,2-7,0 Mr m 
HanonHMTenb, oamh paa b cyrKM c MHTepea/iOM b 

TpM AHfl, KypCOM 10 MHC}5y3MOHHO-KanenbHbIX 

BJiMBaHMCt. KoMoneKCHbifi nponapar. 



o6jiaAaKXJ4MM npoTMsoonyxoneBbiM AewcTBMeM, 
coA^pjKMT cneAywtUMe KOMnoneHTbi, Mr. AOD 
0,07-0,15, nomeHOBbivt aKTM6MOTMK 4,2-7,0, 
HanonHMTenb 3,5-5,0. B icaMecTBe HanonHvtrenJi 
npeMMymecTBeHHO McnonboyjoT nonncaxapMA M3 
rpynnbi peononMrnK)KMH. nonnmioKMH nnn caxap, 
HanpHMep rniOKoay. Cnoco6 noseon^ieT cHM3MTb 

A03bl BBOAMMbOC neKapCTBeHHbOC CpeACTB M 
CHM3MTb CTOMMOCTb neHeHMfl. KoMmeKCHbiCt 
npenapar ornMMaeTCR noBbiuieHHOM 
DCtxJjeKTMBHocTbw npoTMBOonyxoneBCWO 

AeWCTBMfl, ManOKOMnOHeHTHOCTbK), npOCTOTOM 

nonyseHMJi m AnmenbHtiM cpoKOM xpaHeHtiJ^. 2 
c M 2 3.n. ct>-nbi. 
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(57) Abstract 

FIELD: medicine, oncology. SUBSTANCE: it 
is suggested as dependent upon character and 
severity of a disease to inject parenlerally 
a combined AFP-containing preparation at 
0.07-0.15 mg, polyenic antibiotic, 
predominantly amphotherycin B or nistatine 
at 4.2-7.0 mg and a filler, once daily at 
3-d^ong interval, at therapy course 
consisted of 10 infusion-drop injections. 
Combined preparation of antitumor action 



contains the following components, mg: AFP 
0.07-0.15, polyenic antibiotic 4.2-7.0, 
filler 3.5-5.0. As a filler it is 
predominantly used polysaccharide of 
rheopdyglukin. ^ potyglukin or sugar group, 
for example, glucose. EFFECT: decreased 
doses of injected medicinal preparations and 
therapy cost, increased efficiency of 
antitumor action, decreased quantity of 
components, simplified production and 
prolonged storage period. 4 d 
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Entrez PubMed Appendix 4 Page 1 of 

: Ross Fiziol Zh Im I M Sechenova. 1997 Aug;83(8):59-64. Related Ar^des, Unks 

[The effect of the initial (controlled) tonus of the arterial vessels on the correlation ^ 
of arterial pressure and cardiac output during a pressor reaction to a rapid blood 
volume increase in rats] vj 

[Article in Russian] 

\ OsadchiiL I, Balueva TV, Sergcev IV. 
ft 

Pavlov Institute of Physiology, Russian Acad. Sci., St. Petersburg, Russia. 

A considerable decrease in pressor responses t o polyglvkine at an elevated arterial tone and 
constant increase of cardiac output occurred in anesthetised rats. Vascular and cardiac mechanisms 
of the interrelationship are discussed. 

PME) : 948705 1 [PubMed - indexed for MEDLINE] 
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3HUHKJI0neAHH JICKapCTB. 



[K)KHH cyxoH cy6cT.-nop. 1,5 kf; 6aH. 3 ji; ? 71/609/31; npoH3B.: Page 1 



> noMCK npenaparoB > Bee npenapaTbTTH^JDnMcaHMe npenapara 

nonnrnHDKMH cyxoii 

cy6cT.-nop- 1,5 kf; 6aH. 3 n; No71/609/31; npoHSB.: Emoxmmmk (Poccmh); koa 

EAN:4602509005225 




yBa)KaeMbie nonbsoBaTenn! 

ripocMM OTBeTi4Tb Hs Boppoc HaiueM aHKeTbi. 3apaHee 6/iaroAapHbi aa noMomb. 

MMeere hm Bbi 3T0 vafxanvte? 




Appendix 6A 



JlaTMHCKoe HaaBBHue: Polyglucinum siccum 
flewcTBy toupee BeiqecTBo: peKcjpaH* (Dextran*) 

OapMaKonorwHecKMe rpynnbi: fleTOKciiqiipviomi/ie cpe/iCTsa. BKniOHa?i aHTMHOTbi . 3aMeHMTenii 
nna3Mbt h /ipymx KOMnoHeHTos KpoBn 
CpoK roflHOCTM: 7 ner 

ycnoBM5i xpaHGHMfl: ripM TeMnepaxype or -10 flo 20 **C 




yBa>KaeMbie nSTTbac^BaTenn! 05pau;aeM Bame SHUMaHwe, hto MafiarenbCTBO PJIC He cepTn4>^iM^py©T. He 
npoBOflUT He3aBvicPnwtejgaHanM3 npeAocTasneHHow b kicnonbayewbix ncroMHMKax iiH(t)opMaMMH, ne 

peKOMeH/^yer m He OTcrStts^^Hn oflHH W3 nySnnKyeMbix npoflyKTOB m He Mo>KeT B35iTb Ha ce5?i 
OTBercTBeHHOcTb 33 MX HenpaBMnBM«QnpMMeHeHMe m csasaHHbie c stmm HeraTHBHue nocneflCTBM?i. 

Copyright © PemcTp neicapcTBeHHMX cp€!Ac1l»*R^cMM, MocKsa, PoccHn.Bce npasa samntueMU. 
He paapeujaercn KOMMepnecKoe Mcno/ibsosaHife^M^TepManoB, pasMemeHHUx Ha caMTe. 
no BceM BonpocaM, CB5i3aHHbiM c Mcnont>30BaHHeM MaTepMaiioBtl''6QXPyAHMHecTBe, o6paiMaTk>cfl rlsfg) rlsnet.ru 
(loiinMCKa Ha hoboctm . Flo bccm oonpocaM pa6oTt>i cawra o6paltta«|^R webmasterfg>rls net.ru. 

AApec: MocKsa, 123007, a/n 28 



Appendix 6B 



I hereby certify that the following is a true, correct and accurate translation of the essential 
paragraphs indicated on appendix 6A, a web site of the register of medicinal agents of 
Russia: (rls), and that the paragraphs not translated are not relevant. 

Polyglucin* dry 

substance, powder 1.5 kg; ajar of 3 1; No.71/609/31; producer: Biohimik (Russia); code 

EAN: 4602509005225 

Name in Latin: Polyglucinum siccum 
Active substance: Dextran 

Pharmacological groups: Detoxicating agents, including antidotes. Substitutes of plasma and other 
blood components. 
Term of validity: 7 years 

Conditions of storage: At temperature of 10-25°C 

* Note: The spelling in English, being in line with the given spelling in Latin. 



Signature: 




Milvi Vanikver 



Signed this. A0. 



day of...7*«<6...2004 




3HL^HKJTOneAM^ JICKapCTB 



jiHrjnoKHH cyxoii cy6cT.-nop.; 6aH. 1 kf; ? 79/702/2; npoH3B.: Kpa... Page 1 of 




> noMCK npenapaTOB > Bee npenapajbi 



caHHe npenapara 



PeonojinrnKDKMH cyxow 



cy6cT--nop.; 6aH- 1 kt; N979/702/2; npoMSB.: Kpac4)apMa (Pocchh); koa 

EAN:4602521 000987 





Appendix 7 A 



JlBTMHCKoe HaaeaHMe: Rheopolugludnum siccum 
flewcTByioinee BeiqecTBo: fleKCTPaH* (Dextran*) 

OapMaKOJiornMecKne rpynnu: fleTOKCMMnpyioimie cpejcTBa. BKntosayi aHTHiioTbi . SaMeHMTenii 
nna3Mbi m npyrux KOMnoHeHTOB KpoBH 
CpoK roAHOCTn: 5 ner 

ycnoBMJi xpaHeHMfi: B cyxoM Mecre, npw xeMneparype 10-25 **C 




yBa>KaeMbie n^mfe^oBaTenvi! OSpamaeM Baoje SHUMaHkie, mto M3flaTertbCTBo PJIC He cepTucj^nMnpyeT. He 
npOBo;^MT He3aBl^GM64W^ ananna npeflocTasneHHow b kicnonbayeMbix ncroHHUKax MH^^opwaMHW, He 

peKOMeHflyeT m He oT&rai^BaeT h\a oflHH H3 ny6nfciKyeMbix npofiyicroB w He Mo>KeT B3fiTb» na ce6?i 
OTBercTBeHHOCTb 33 MX HenpaSmt^Hoe npuMeneHiie m csasaHHbie c stum HerarneHbie nocne/icTBi/iq. 

Copyright ® PerMCTp neKapcTBeHHbixcp«A^TB Pocchh, MocKsa, PoccMn.Bce npasa 3aLUMu;eHi>i. 
He paspeiuaeTcn KOMMepsecKoe Mcnonb^tm^mie MarepManoB, pasMeiueHHbix Ha cairre. 
no BceM BonpocaM, CBfisaHHUM c Mcno/ii>30BaHMeM Marepl^aciQB M coTpyAHMHecTBe, o6paiMaTt>csi rlsfg^rlsnet.ru 
riojinHCKa Ha hoboctm. Ho bccm BonpocaM pa6oTbi caM?d*<i^pati4aTk»cfl web master@rl s net. ru . 

AApec: MocKsa, 123007, a/n 28*-'*.*^ 
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Appendix 7B 

I hereby certify that the following is a true, correct and accurate translation of the essential 
paragraphs indicated on appendix 7A, a web site of the register of medicinal agents of 
Russia: (rls), and that the paragraphs not translated are not relevant. 



Name in Latin: Rheopolyglucinum siccum 
Active substance: Dextran 

Pharmacological groups: Detoxicating agents, including antidotes. Substitutes of plasma and other 
blood components. 
Term of validity: 5 years 

Conditions of storage: In dry place at temperature of 10-25°C 

* Note: The spelling in English, being in line with the given spelling in Latin. 

Signature: J^(XAj£(h^ Milvi Vanikver 



Rheopolyglucin* dry 



substance, powder; a jar of 1.5 kg; No. 79/702/2; producer: Biohimik (Russia); code 



EAN: 4602509005249 





Recipe.Ru: <I>apMaueBTOHecKHH HH4)opMa]4HOHHbiH cairr 



Page 1 of 





Appendix 8A, page 1 



Recipe.Ru: (tiapMaueBTMHecKMM MHct>opMaL4MOHHbiM caMT 




B 

i/l35pa»ij4oe! 



Hana/i 



O npocKTe 

HOBOC M 



CnncKw: /leKcpeAcxBa ; O^pMbi ; CrpaHbi ; 0apMaKO/iornMecKa« rpynna^ ;, 
KoAbi TH B3fl CHf ; OapMaKO/iorMMecKoe jie\hcTBv\e ; 



no KOMnOHCHTaM 



AoKVMe 



HTbl 



CCbl/IK 



/iMTepirypa 
Maraa ih CD 



riporp 
ripaMc 
Pecyp 



rioucK 
yc/iyr 
<Popyii 



KnaccMtjDMKBTopbi: 0apMaKO/ioru^MecKa« 
Pa3Ae^ 6a3bi ; rioKasaHt^fl no 

PaCLUHpeHHbi^l JTj 



rpyi 



vTK ; /leKapcTBeHHafl 4>opMa ; c|?opMa sbinycKa 



K cnt/iCKy 



aMMbi 



nOJIMmiOKMH 

POCCi/iil 

(Polyglucin 

si ecu m) 



He yKaaaHO 



bl 



noan 
rocreE 



» CKa 



an KHMra 



Oeparfiafi cBfi3b 
E-mail 



rionMrjiioKMH 
cyxoM pq^^j^^ 

(Polyglucin 

si ecu m) 



He yKaaaHo 



Me)KAyHapoAHoe ToproBoe CrpaHa- OMpMa- 
HassaHMe HaaeaHMe npoH3BOAMTenbnpoM3BOAMTejib 

fleKcrpaH, 
cpeAHfl« 
Moneicyn^ipHa^i 
Macca 50000- 
70000 (Dextran. 
average 

molecular weight 
50000-70000) 
fleKCTpaH, 
cpeAH$ifl 
MoneKyjinpHaH 
Macca 50000- 
70000 (Dextran, 
average 

molecular weight 
50000-70000) 
AeKCTpaH, 
cpeAH^n 
MojieicyjinpHafl 
Macca 50000- 
70000 (Dextran, 
average 

molecular weight 
50000-70000) 
AeKCjpaH. 
cpeAH^^i 
MO/ieKyji;ipHa;i 
Macca 50000- 
70000 (Dextran, 
average 

molecular weight 
50000-70000) 
AeKcrpaH, 
cpeAHflfl 
MoneKynapHafl 
Macca 50000- 
70000 (Dextran. 
average 

molecular weight 
50000-70000) 

fleKcrpaH. 
cpeAHHfl 



HoMep 
perMCTpauMM 
npenapara 



OopMbi 
BbinycKa 



71/609/31 



71/609/31 



riO/IMmiOKMH 

(Polyglucin 

siccum) 



He yKaaaHo 



71/609/31 



riojiMrnioKMH 

. Pocc^« 
(Polyglucin 

siccum) 



BuoxuMHK OAO 
(CapaHCK) 



71/609/31 



riOJIMrniOKMH 

(Polyg luci n 

siccum) 



BUOXWMMK OAO 

(CapaHCK) 



71/609/31 



cy6cTaHqMfl- 

nopomoK ^ OT46pa^Tb 
aMop4)Hbiii — 
(6aHKii 10 Ji) 



cy6cTaHi4iifl- 

nopoLUOK ^ OTA6pa3MTb 
aMop4}Hbiii — 
(OaHKii 3 n) 



cy6cTaHMMfl- 
nopomoK OTo5f^a3«Tb 

aMOp(|)HblM — 

(6aHKii 5x1) 



cy6cTaHMMfl- 
nopomoK ^ 

aMopct)Hbm 

(6aHKM 10 Ji) 



)a3MTb 




cyScraHi^Mfl- 
nopomoK ^ OTo^pa3MTb 

aMOp(t)HblM - ^ 

(6aHKii 3 Ji) 



Recipe.Ru: 3>apMai;eBTHMecKHH HH4)OpMauHOHHbiH caiiT 



nOJIMmiOKMH 

(Polyglucin 



Appendix 8A, page 2 

BHOXi1MI/lK OAO 



(CapaHCK) 



nojiMrnioKiiH 

(Polyglucin 

si ecu m) 



Kpac4?apMa 
OAO 



MoneKynnpHB^i 
MBCca 50000- 
70000 (Dextran, 
average 

molecular weight siccum) 
50000-70000) 
AeKcrpaH, 
cpeAH$i5i 
MoneKyn5ipHa$i 
Macca 50000- 
70000 (Dextran, 
average 

molecular weight 
50000-70000) 
AeKcrpaH, 
cpeAH;i5i 

Macca 50000- 
70000 (Dextran, 
average 

molecular weight 
50000-70000) 
fleKcrpaH, 
cpeAHflfl 
M0JieKyji5ipHan 
Macca 50000- 
70000 (Dextran, 
average 

molecular weight 
50000-70000) 

BepHyxbCfl k cbqahom Ta6/ii/iL;ey f '&Tnpa8HTb no e-mail | JlereHAa 

I MCKATb! 



71/609/31 



Page 2 of 



cy6cTaHLiMfl- 
nopomoK ^ OTo4pa3^Tb 

aMOp(J)HblM - — 

(6aHKM 5 n) 



71/609/31 



cy6cTaHUMfl- 

nopomoK ^ OTo|5pa3MTb 
aMopct)HbiM — 
(6aHKM 10 Ji) 



riOJIMrJllOKMH 

(Polyglucin 

siccum) 



Kpac4>apMa 
OAO 



71/609/31 



cy6cTaHiAMfl- 
nopomoK Q, 
aMop(t)HbiM - 
(6aHKii 3 n) 



>6pa3l^Tb 



nOJIMrXHOKMH 

(Polyglucin 

siccum) 



Kpac<t>apMa 
OAO 



71/609/31 



cy6cTaHMM«- 
nopomoK ^ oto6pa3i/iTb 

aMOpc|>Hblli - 

(6aHKii 5 Ji) 



□omck: 



Bepci/tyA/is/neMaT 



riojiMrjiiOKMH cyxoM (Polyglucin siccum) 

ME>iaiyHAPOilHOE HA3BAHME 

fleKCTpan, cpeAHfl?i MO/ieKy/i«pHa;i Macca 50000-70000 (Dextran, average moiejcuiar 

weight 50000-70000) 

TOPrOBOE HA3BAHME 

nojiMr/iiOKMH cyxoCi (Polyglucin siccum) 
CTPAHA-nP0M3B011MTEJ1b 

P0CCH3 

HOMEP PErHCTPAUMH nPERAPATA 

71/609/31 
OOPMbI BbinyCKA 

cy6cTaHi4Mfl-nopoujOK aMop4)HbiM (6aHKM 10 n) 
(DAPMAKOJIOrMMECK/^ TPYnnA 

njiasMoaaMeoiaiouiee cpeACTBO 
cDAPMAKOJIOrMMECKASI rPVnnA no ATK 

B05AA05 fleKcrpaH (Dextran) 
OAPMAKOnorMMECKOE HEtlCTBllE 

BocnonH^iou^ee OL4K 

aHTuarperaHTHoe 

npoTkiBomoKOBoe 

njiasMoaaMeiLtaiouiee 

Ae3liHTOKCMKat4110HHOe 

KOilbl TH B3fl CHP 

2940 00 900 0 

3002 90 1 00 0 
INGREDIENTSTEXT H3 OCHOBHOI?l TABJIMUbl 

fleKcrpsH, cpeflH«fl MoneicyjiflpHafl Macca 50-70 Tbic. -In 
JlEKAPCTBEHHAfl d)QPMA 

cy6cTaHi4Mfl - nopomoK aMop4)HbiM 
OOPMA BbinVCKA 

6aHKM 

PA3IlEn BA3bl 

Cy6cTaHUMM, craHflapTHbie o6pa3t4bi neKapcreeHHWX cpeACTB v\ BcnoMoraTe/ibHwe BemecrBa 



Recipe.Ru: OapMaueBTHMecKHH HH(J)opMauHOHHbiH caflr 



COCTAB no KOMnOHEHTAM 

AeKcrpaH 



Appendix 8A, page 3 
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Script version: 1.0.0-RC 



Recipe 




M AM3aMH: /ImhtpmPi liiKaxoB (c) 1999-2004 



E-mail | gg|CQ | BBepx 



HaMa/io I HoBOCTi/^ | ilpai^ic - 



loKyMeHTbi I /l^Teparypa | Pecypcbi | Vc/iyri^ | flporpaMMbt | 3aKa3 CD | Ccbi/iKH | 

>opyMbi I rioAni^CKa 




PeKJiaMa hb www.recipe.ru 



Page 1 



Appendix 8B 



I hereby certify that the following is a true, correct and accurate translation of the essential 
paragraphs indicated on pages 1-3 of appendix 8A, the web sites of Recipe.ru: pharmaceutical 
informational site, and that the paragraphs thereof not translated are not relevant. 



Recipe.Ru: Pharmaceutical informational site 



International 
name 



Trade name Country- 
producer 



Dextran, average Polyglucin 
molecular weight dry (Polyglu- 
50000-70000 cin siccum) 

Dextran, average Polyglucin 
molecular weight dry (Polyglu- 
50000-70000 cin siccum) 

Dextran, average Polyglucin 
molecular weight dry (Polyglu- 
50000-70000 cin siccum) 

Dextran, average Polyglucin 
molecular weight dry (Polyglu- 
50000-70000 cin siccum) 

Dextran, average Polyglucin 
molecular weight dry (Polyglu- 
50000-70000 cin siccum) 

Dextran, average Polyglucin 
molecular weight dry (Polyglu- 
50000-70000 cin siccum) 

Dextran, average Polyglucin 
molecular weight dry (Polyglu- 
50000-70000 cin siccum) 

Dextran, average Polyglucin 
molecular weight dry (Polyglu- 
50000-70000 cin siccum) 

Dextran, average Polyglucin 
molecular weight dry (Polyglu- 
50000-70000 cin siccum) 



Russia 



Russia 



Russia 



The firm- 
producer 

not indi- 
cated 



not indi- 
cated 



not indi- 
cated 



Russia Biohimik 

(Saransk) 



Russia Biohimik 

(Saransk) 



Russia- Biohimik 
(Saransk) 



Russia Kraspharma 



Russia Kraspharma 



Russia Kraspharma 



Preparation 
registration 
number 

71/609/31 



71/609/31 



71/609/31 



71/609/31 



71/609/31 



71/609/31 



71/609/31 



71/609/31 



71/609/31 



Output 
form 

substance- 
amorphous 

powder 
(jars of 101) 

substance- 
amorphous 

powder 
(jars of 3 1) 

substance- 
amorphous 

powder 
(jars of 5 1) 

substance- 
amorphous 

powder 
(jars of 101) 

substance- 
amorphous 

powder 
(jars of 3 1) 

substance- 
amorphous 

powder 
(jars of 5 1) 
substance- 
amorphous 

powder 
(jars of 101) 

substance- 
amorphous 

powder 
(jars of 3 1) 

substance- 
amorphous 

powder 
(jars of 5 1) 



Page 2 



Polyglucin dry (Polyglucin siccum*) 



International name 

Dextran, average molecular weight 50000-70000 

Trade name 

Polyglucin dry (Polyglucin siccum*) 
Country-producer 
Russia 

Preparation registration number 

71/609/31 
Output form 

substance - amorphous powder (jars of 10 1) 
Pharmacological group 

plasma substituter 
Pharmacological group according to ATC** 

B05AA05 Dextran 
Pharmacological effect 

filling to CBV*** 

antiaggregative 

antishock effect 

plasma substituting 

desintoxicating 
Codes**** 

2940 00 900 0 

3002 90 100 0 
Cmposition from the text of the main table 

Dextran, average molecular weight 50000-70000, page 1 
Medicinal form 

substance - amorphous powder 
Output form 

jars 

Section of the base 

Substances, standard examples of medicinal agents and auxiliary substances 
Composition according to the components 
Dextran 



Notes: 

* The English translation in the brackets is incorrect because the first word Polyglucin is in 

English whereas the second word siccum is in Latin 
** ATC - the anatomical therapeutic chemical classification 
*** CBV - circulating blood volume 
**** Codes in Russian, not relevant 



Signature: ^/IOclaJ/C^ Milvi Vanikver 
Signed this. .f?)^.'^'^. day of 2004 
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/2004 MMxan/i 3ypa6oB: 5ecn/iaTHyK) MeAt^U^^Hy b Pocc\a\a hwikto He OTMeHi/iT 
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Recipe. Ru: (fapMaueBTHMecKMM MHcfiopMauiioHHbiM caMT 




B 

l/isSpaHHoe! 



crapTOBO^i! 



O npoeKTe 



HOBOC 



AOKYM^KTbl 

CcbmidM 



MTeparv 



n 

Maras 



Crmckm: /leKcpeACTBa ; OtipMbi ; CrpaHbi ; <t>apMaKonornMecKa^ Cocras no KOMnoHeHxa 

TH B3fl CHf ; OapMaKonori^MecKoe Ae^CTBue ; 

KnaccM<t>MKaTopbi: OapMaKO/iQrMMecKagj rpyfnTalio ATK ; /leKapcTBeHHa5t (popMa ; <t>opMa BbinycKa 
6a3bi : noKa3aHM« no M 



M : K 




Pa3 



Pacujn 



pa 

1H CD 



Hporp^ 
ripaMC 



MMbI 

h^HCTbl 
bl 



Pecypc 

noMCK 

Yciiyr 1 

<Popyribi 

HOAnHCKa 
rocreEasi KHHra 
06paT^an CBfisb 
E-mail 



PeonojiMmioKiiH 
cyxo^ 

(Rheopolyglukin 
siccum) 



PeonojiMmioKMH 

Poccufl 

(Rheopolyglukin 

siccum) 



iHyTbCfl K cnncKy 



Me)KAyHapoAHoe ToproBoe 
HaaeaHMe HasBaHMe 

fleKcrpaH. 
cpeAH^n 
M0JieKyji5ipHa$i 
Macca 30000- 
40000 (Dextran, 
average 

molecular weight 
30000-40000) 
fleKCjpaH, 
cpeAHfl$i 
MoxieKyn^ipHan 
Macca 30000- 
40000 (Dextran, 
average 

molecular weight 
30000-40000) 
AeKCTpaH, 
cpeAHflfl 
MOJieKyji5ipHa5i 
Macca 30000- 
40000 (Dextran. 
average 

molecular weight 
30000-40000) 
fleKCTpaH, 
cpeAH^ifl 
M0jieicyji5ipHa;i 
Macca 30000- 
40000 (Dextran, 
average 

molecular weight 
30000-40000) 
fleKcrpaH, 
cpeAHnn 
M0Jieicyji»pHa5) 
Macca 30000- 
40000 (Dextran, 
average 

molecular Weight 
30000-40000) 



CrpaHa- OiipMa- 
npoM3BOAHTejibnpoM3BOAMTenb 



HoMep 
perHCTpauHM 
npenapaTa 



<t>opMbi 
BbinycKa 



Poccn« 



He yKaaaHo 



79/702/2 



cy6cTaHi4iifl- 
nopoLUOK 
aMop4)HbiM Cfr 
(6aHKii 3 Ji) 
300-500 r/Ji 




pa3 



He yKasaHo 



79/702/2 



cyScraHqufi- 
nopomoK 

aMop4)HbiM 0{ro6pa3 
(6aHKii 5 n) 
300-500 r/ji 



PeonojiMfJiiOKiiH 

Poccws 

(Rheopolyglukin 

siccum) 



He yKaaaHo 



79/702/2 



cy6cTaHUMfl- 
nopoujOK 
aMop4)Huft OTO^pa3 
(6aHKti 1 0 Ji) 
300-500 r/ji 



PeonoxiMrnioKMH 

(Rheopolyglukin 

siccum) 



B^oxuMt^K QAO 
(CapaHCK) 



79/702/2 



cy6cTaHMiiji- 
nopouiOK 

aMOp(}>HblM 

(6aHKii 3 n) 
300-500 r/n 



OTG6pa3 



PeonojiMfjiioKiiH 
cyxoM 

(Rheopolyglukin 
siccum) 



Poccufl 



B^OXMMl^K QAO 

(CapaHCK) 



79/702/2 



cy6cTaHMiifl- 
nopouJOK 
aMop4)Hbif^ 
(6aHKii 5 Ji) 
300-500 r/n 




fleKcrpaH, 
cpeAHflH 



cy6cTaHMM«- 



Recipe.Ru: OapMaueBTHMecKHH HH4)opMauHOHHkiH cairr 



PeonojidrmoKMH 
(Rheopolyglukin 



PeonoriMmioKMH 

.... pocc 

(Rheopolyglukin 

siccum) 



MOJieicyjifipHaH 
Mecca 30000- 
40000 (Dextran, 
average 

molecular weight siccum) 
30000-40000) 

fleKcxpaH, 
cpeAHfld 
MoneKyjinpHafl 
Macca 30000- 
40000 (Dextran, 
average 

molecular weight 
30000-40000) 
AeKcrpaH, 

CpeAHH51 

MOJieicynfipHafl 
Macca 30000- 
40000 (Dextran, 
average 

molecular weight 
30000-40000) 

AeKcrpaH, 

MOJiefcyjinpHan 
Macca 30000- 
40000 (Dextran. 
average 

molecular weight 
30000-40000) 

BepHyxbca k cbqahoii raG/im^e | 
rioiiCK: 
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(CapaHCK) 



79/702/2 



nopomoK 
aMopct>Hbiii 
(6aHKMl0n)Q 
300-500 r/n - 



Kpac<t>apMa 
OAO 



79/702/2 



cy6cTaHUMfl- 
nopoujoK 
aMop(|)HbiM QtoI 
(6aHKM 3 n) 
300-500 r/n 



a3 



Peonojitir/iioKMH 

(Rheopolyglukin 

siccum) 



Kpac<{>apMa 
OAO 



79/702/2 



cy6cTaHL^Mfl- 
nopomoK 

aMop<t)Hbiw OTO^paB 
(6aHKM 5 n) 
300-500 r/ji 



PeonojiMr/ifoKMH 

^^^^ 

(Rheopolyglukin 

siccum) 



Kpacc|>apMa 
OAO 



79/702/2 



cy6cTaHqM5i- 
nopoLUOK 
aMop4)HbiM Qto 
(6aHKM 10 ji) 
300-500 r/Ji 



pa3 




paBtiTb no e-mail [ JlereHfla 




HCKATbl 



i 



Bepcu^i 




PeonojiMmiOKiiH cyxoM (Rheopolyglukin siccum) 

ME^KIiyHAPOIlHOE HA3BAHME 

fleKCTpan, cpeflHsa Mo/ieKy;i5ipHa5i Macca 30000-40000 (Dextran, average molecular w^igh 

30000-40000) 

TOPrOBOE HA3BAHME 

PeonojiiirjiiOKiiH cyxoii (Rheopolyglukin siccum) 
CTPAHA-nPOMSBOflMTEJlb 

P0CC\A5i 

HOMEP PErHCTPAUMM HPERAPATA 

79/702/2 
OOPMbI BbinyCKA 

cy6cTaHL4iifl-nopoLUOK aMopct)Hbi^ (6aHKii 3 n) 300-500 r/ji 

oAPMAKono^l1^ECKAy^ rpynnA 

n/ia3M03aMeLi4aKDLi4ee cpeACTBO 

OAPMAKonorMMECKAR rpvnnA no atk 

B05AA05 fleKcrpaH (Dextran) 
cDAPMAKOnomMECKOE DEMCTBME 

BOcno/iHfiiou^ee OL4K 

aHTiiarperaHTHoe 

npoTkiBoujoKOBoe 

n/iasMoaaMei^aioL^ee 

AeaMHTOKCHKaqnoHHoe 
KOXlbl TH B3q CHr 

2940 00 900 0 

3002 90 1 00 0 
INGREDIENTSTEXT M3 OCHOBHOM TABJTHqbl 

fleKcrpaH, cpeflHfln MO/ieKyji«pHaH wacca 30-40 Tbic. -In 
flEKAPCTBEHHA^i cDOPMA 

cy6cTaHi4iin - nopoLUOK aMop4)HbiM 
OOPMA BbinVCKA 

6aHKM 

PA3IlEfl BA3bl 

Cy6cTaHL^iiM, craHflapTHbie oSpaaufal neKapcTBeHHbix cpeflcre m BcnoMoraxe/ibHwe Bemecrsa 
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fleKcrpaH 
OnHCAHklE 

Be/ibiM aMopct>HbiM nopoujoK 6e3 aanaxa. Peon on Mm lo km h cyxoM npeflcraanflex co6om noJiMcaxapMAAeKcrpa 
c MOJieKynflpHWM eecoM 30 000 — 40 000 m npeflHaaHanaeTCfl fxm npMroTOB/ieHMfl npenapara peono/iMr/iioKMHa. 
ycnOBMfl XPAHEHM51 

B cyxoM MecTe npM Teuneparype He HM>Ke -t-IOrpaA-C m He Bbime +25rpaA.C 
CPOK rOJlHOCTM 

4 rofla. 

^ Script version: 1.0.0 
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Appendix 9B 

I hereby certify that the following is a true, correct and accurate translation of the essential 
paragraphs indicated on pages 1-3 of appendix 9A, the web sites of Recipe.ru: pharmaceutical 
informational site, and that the paragraphs thereof not translated are not relevant. 



Recipe.Ru: Pharmaceutical informational site 



International 
name 

Dextran, average 
molecular weight 
30000-40000 



Dextran, average 
molecular weight 
30000-40000 



Dextran, average 
molecular weight 
30000-40000 



Dextran, average 
molecular weight 
30000-40000 



Dextran, average 
molecular weight 
30000-40000 



Dextran, average 
molecular weight 
30000-40000 



Trade name Country- 
producer 



Rheopolyglu- 
cin dry (Rheo- 
polyglukin 
siccum) 

Rheopolyglu- 
cin dry (Rheo- 
polyglukin 
siccum) 

Rheopolyglu- 
cin dry (Rheo- 
polyglukin 
siccum) 

Rheopolyglu- 
cin dry (Rheo- 
polyglukin 
siccum) 

Rheopolyglu- 
cin dry (Rheo- 
polyglukin 
siccum) 

Rheopolyglu- 
cin dry (Rheo- 
polyglukin 
siccum) 



Russia 



Russia 



Russia 



Russia 



Russia 



Russia 



Dextran, average Rheopolyglu- Russia 
molecular weight cin dry (Rheo- 
3 0000-40000 polyglukin 

siccum) 



The firm- 
producer 

not indi- 
cated 



not indi- 
cated 



not indi- 
cated 



Biohimik 
(Saransk) 



Biohimik 
(Saransk) 



Biohimik 
(Saransk) 



Preparation 
registration 
number 

79/702/2 



79/702/2 



79/702/2 



79/702/2 



79/702/2 



79/702/2 



Kraspharma 79/702/2 



Output 
form 

substance- 
amorphous 
powder 
(jars of 3 1) 
300-500 g/1 
substance- 
amorphous 

powder 
(jars of 5 1) 
300-500 g/1 
substance- 
amorphous 

powder 
(jars of 101) 
300-500 g/1 
substance- 
amorphous 
powder 
(jars of 3 1) 
300-500 g/1 
substance- 
amorphous 
powder 
(jars of 5 1) 
300-500 g/1 
substance- 
amorphous 
powder 
(jars of 101) 
300-500 g/1 
substance- 
amorphous 
powder 
(jars of 3 1) 
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300-500 g/1 



Dextran, average 
molecular weight 



30000-40000 



Rheopolyglu- 
cin dry (Rheo- 
polyglukin 
siccum) 



Russia 



Kraspharma 



79/702/2 



substance- 
amorphous 
powder 



(jars of 5 1) 
300-500 g/1 



Dextran, average 
molecular weight 



Rheopolyglu- 
cin dry (Rheo- 
polyglukin 
siccum) 



Russia 



Kraspharma 



79/702/2 



substance- 
amorphous 



30000-40000 



powder 



(jars of 101) 
300-500 g/1 



Rheopolyglucin dry (Rheopolyglukin siccum*) 



International name 

Dextran, average molecular weight 30000-40000 
Trade name 

Rheopolyglucin dry (Rheopolyglukin siccum*) 
Country-producer 

Russia 

Preparation registration number 

79/702/2 
Output form 

substance - amorphous powder (jars of 3 1), 300-500 g/1 
Pharmacological group 

plasma substituter 
Pharmacological group according to ATC** 

B05AA05 Dextran 
Pharmacological effect 

filling to CBV*** 

antiaggregative 

antishock effect 

plasma substituting 

desintoxicating 
Codes**** 

2940 00 900 0 

3002 90 100 0 
Composition from the text of the main table 

Dextran, average molecular weight 30000-40000, page 1 
Medicinal form 

substance - amorphous powder 
Output form 

jars 

Section of the base 

Substances, standard examples of medicinal agents and auxiliary substances 
Composition according to the components 
Dextran 
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Description 

White amorphous odourless powder. Dry rheopolyglucin is a polysaccharide dextran of 
molecular weight 30000-40000 and is intended for the preparation of rheopolyglucin solution. 
Conditions of storage 

In dry place at temperature of not less than 10°C and not higher than 25°C. 
Term of validity 



Notes: 

* The English translation in the brackets is incorrect because the first word Rheopolyglukin is 
in English whereas the second word siccum is in Latin. 

* * ATC - the anatomical therapeutic chemical classification 
*** CBV - circulating blood volume 

**** Codes in Russian, not relevant 
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